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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and v^^ill expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 27 July 2007 , 
2a)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim{s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-10 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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2. n Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office Action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 27 July 2007 has been entered. 

Response to A rguments 

2. Applicant's arguments with respect to claims 1-10 have been considered but are moot in 
view of the new ground(s) of rejection necessitated by amendment. 

3. Further, Applicant's arguments filed on 27 July 2007 have been fully considered but they 
are not persuasive. As stated in the Advisory Action mailed on 01 July 2007, "Regarding 
Applicant's argument against Examiner's claim rejections under 35 U.S.C. 1 12, first paragraph 
for claim 1 that "at least the content of claim 4 (originally part of the application as-filed) 
provides adequate support for the objected-to limitation regarding starting or ceasing delivery of 
a PESP therapy depending on the relative timing of a detected myocardial ischemic condition; to 
wit:, ..." Examiner respectfully disagrees that the language of the originally filed claim 4 (which 
claims ESS therapy) supports the claimed limitation of PESP therapy in the presently amended 
claim 1 . There is no teaching in Applicant's specification that ESS therapy is the same as or 
equivalent to PESP therapy. 

Additionally, if Applicant is able to show support in the specification that the two 
therapies are the same or equivalent, then Examiner will take the liberty to include prior art that 
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teaches ESS therapy, when performing a new search for the new issues raised in the amended 
claims. In the meantime. Examiner maintains the 35 USC 1 12, first paragraph rejection for claim 
1 as presented in the Office Action mailed on 16 April 2007." Examiner has re-submitted said 
35 USC 1 12, first paragraph rejection for claim 1 herein below. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1-10 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. As stated in the Office Action mailed on 16 April 2007, the new matter in claim 1 
which was not disclosed in the original specification is "if an PESP therapy is currently being 
delivered then ceasing delivery of the PESP therapy and if a PESP therapy is not currently being 
delivered then initiating delivery of the PESP therapy" in combination with the other elements in 
the claims. The original specification does not disclose any combination of teaching on PESP 
therapy being delivered or ceasing delivery of PESP therapy or initiating delivery of PESP 
therapy. 

Additionally, in the amendment mailed on 29 June 2007 the claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
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possession of the claimed invention. The new matter in claims 1 , 3 and 4 which was not 
disclosed in the original specification is: "an initial acute"/"the initial acute" myocardial 
ischemia condition in combination with the other elements in the claims; in claim 2, performing 
a refractory period ''test"; and in claim 5, a "non-PESP" cardiac stimulation therapy modality. 

The original specification does not disclose any combination of teaching on "an initial 
acute"/ "the initial acute" myocardial ischemia condition. In said amendment, Applicant alleged 
that paragraph [0013] supports "an initial acute ischemic condition." Examiner respectfully 
disagrees. Said paragraph [0013] teaches "an initial affirmative myocardial ischemia detection" 
which Examiner does not interpret to be the same as "an initial acute myocardial ischemic 
condition." Examiner was unable to locate anything in the specification teaching that these two 
terms, acute and affirmative, are the same or equivalent. Also, there is not disclosure of "an 
initial acute myocardial ischemia condition" [emphasis Examiner's] anywhere in Applicant's 
specification. 

Further, regarding the new matter in claim 2, the specification discloses "As the ESI is 
shortened, a maximal effect is reached when the ESI is slightly longer than the myocardial 
refractory period ... When the ESI becomes too short, the ESS falls within the absolute 
refractory period of the myocardium to which the ESS was delivered and no depolarization 
occurs." (pages 2-3 in paragraph [0009] lines 6-7 and 10-12). This is the only occurrence of a 
refractory period in the original specification and this teaching does not suggest modifying the 
delivery of the PESP therapy comprises one of performing a refractory period test; PESP therapy 
is not taught in this citing of a refractory period. This citing of a refractory period does not 
appear to have been 'performed,' rather it appears to have merely 'occurred.' 
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Finally, with respect to the new matter in claim 5, mode-switching to "a non-PESP" 
cardiac stimulation therapy modality is not taught in the original specification. The original 
specification did not use a negative limitation (i.e.; non-PESP) to refer to cardiac stimulation 
therapy modality. Any negative limitation must have basis in the original disclosure. The mere 
absence of a positive recitation is not basis for an exclusion. See MPEP 2173.05(1). 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the Applicant regards as his invention. 

7. Claim 3 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which Applicant regards as the 
invention. The term "initial affirmative initial acute ischemia condition" is confusing. In the 
REMARKS filed on 29 June 2007, Applicant presented paragraph [0013] as support for the 
amended limitation "an initial acute myocardial ischemic condition." In said paragraph 
Applicant highlighted the phrase "an initial affirmative myocardial ischemia detection" which 
Examiner interpreted as Applicant's alleged support for said limitation. It appears that Applicant 
is indicating that these two terms, acute and affirmative, are the same or equivalent. If this is 
true, a direct substitution of the specification language into claim 3 would yield a redundant and, 
subsequent, very confusing claim limitation (i.e., "an initial affirmative initial affirmative 
myocardial ischemia condition detection"), which would exclude the "acute" portion of the 
amended limitation. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the Examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the Examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

10. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bennett et al., 
U.S. Patent 5,213,098 and in yiew of Alferness, U.S. Patent 5,531,768. 

1 1 . Regarding claims 1 , 3 and 4, Bennett et al. disclose detecting an acute myocardial 
ischemia condition (e.g., column 4, lines 15-23 where it is the Examiner's position that a 
myocardial infarction is an acute myocardial ischemia condition [emphasis Examiner's] in that 
by definition a myocardial infarction is a disease state that occurs when the blood supply to a 
part of the heart is interrupted; the resulting ischemia or oxygen shortage causes damage and 
potential death of heart tissue. It is the Examiner's position that damaged or dead tissue is an 
acute condition.). 
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But, Bennett et al., do not disclose detecting an initial acute myocardial ischemia 
condition. However, Alferness discloses detecting an initial ischemia condition (e.g., Figs. 1-2; 
column 1, lines 10-12; column 2, lines 39^0; column 8 lines 13-14) to control and provide 
proper, required and timely administration of cardiac therapy. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have modified the invention of Bennett et al. to include detecting an 
initial ischemia condition, as taught by Alferness to improve therapy administration for patients 
with traumatic insult to the myocardium. 

Continuing with claims 1, 3 and 4, Bennett et al. disclose if a PESP therapy is currently 
being delivered then ceasing delivery of the PESP therapy and if a PESP therapy is not currently 
being delivered then initiating delivery of the PESP therapy and modifying the delivery of a 
PESP therapy by one of: augmenting stroke volume on at least a subsequent cardiac cycle (e.g., 
FIG. 7; ABSTRACT, lines 23-25; column 1, lines 8-1 1); a myocardial ischemic condition is 
detected via a decreased oxygen saturation condition (e.g., column 21, lines 15-16) 
12. With respect to claims 2, 5 and 6, Bennett et al. disclose modifying at least one therapy 
delivery control parameter of a PESP therapy (claim 2) (e.g. column 8, lines 1 1-14); mode- 
switching to a non-PESP cardiac stimulation therapy modality (claim 5) (e.g.. Figs. 2, 4 and 7; 
column 14, lines 42-48); determining a variation in one of a cardiac conduction interval from a 
pacing pulse delivery to a resultant depolarization over at least two different cardiac cycles 
(claim 6) (e.g., column 4, lines 41-52). 
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13. Claims 7-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bennett et 
al., U.S. Patent 5,213,098 and Alfemess, U.S. Patent 5,531,768 and further in view of Stadler et 
al., U.S. Patent 6,397,100. 

14. Regarding claim 7, Bennett et al. disclose a cardiac electrogram signal vector means (e.g., 
column 15, line 13-15), but not that it includes at least a one of: a coil-to-can electrode vector. 
However, Stadler et al, disclose a coil-to-can electrode vector (e.g.. Fig. ID, elements 310, coil 
electrode and 301, device; column 10, lines 5 and 7-1 1) to provide the best vector for 
automatically accurately detecting episodes of myocardial ischemia and triggering delivery of a 
therapy. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have modified the modified inventions of Bennett et al. and Alferness to 
include a coil-to-can electrode vector, as taught by Stadler et al. to provide the best vector for 
automatically accurately detecting episodes of myocardial ischemia and triggering delivery of a 
therapy. 

15. With respect to claims 8-9, Bennett et al. disclose control signals generated from a 
computer readable medium disposed within and operatively coupled to an electronic circuit of an 
implantable device (claim 8) (e.g.. Figs, 2 and 4); wirelessly transmitting an output signal to a 
remote device (e.g,, column 15, lines 1-15). 

16. Regarding claim 10, Bennett et al. and Alferness disclose the essential features of the 
claimed invention as described above except for a clinician information network. However, it is 
well known in the art to have a clinician information network to allow clinicians and patients to 
remotely communicate information back and forth to provide immediate response and any 
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required therapy to a patient. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to have modified the modified inventions of Bennett et 
al. and Alferness to include a clinician information network to allow clinicians and patients to 
remotely communicate information back and forth to provide immediate response and any 
required therapy to a patient. 



1 7. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Terri L. Smith whose telephone number is (571) 272-7146. The 
Examiner can normally be reached on Monday-Friday between 7:30 a.m. - 4:30 p.m.. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 





August 3, 2007 




